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DECLARATION OF EUGENE B. CANS, Ph.D. 

I, Eugene H, Cans, Ph.D., hereby declare that: 
A. Introduction 



1 . I am one of the inventors in this Application, U.S. Patent Application No. 10/61 3,698, 

2. I received a Bachelor of Science (fi.S.) in 1 95 1 from Colombia University, New York, 
New York; a Master of Science (M.S.) in 1953 from Columbia University, New York, New York; 
a Doctor of Philosophy (Ph.D.) in 1956 from the University of Wisconsin, Madison, Wisconsin. 

3. I am in ventor of numerous patents In the field of dermatologic products and 
dermatologic formulations and have worked in this field for over 40 years. 

4. I am very familiar with the knowledge and skills possessed by persons skilled in this 
field. 

5. 1 have read the Office Action dated October 27, 2009 in this Application. In particular, 
I have read the portion of the Office Action where some of the claims are rejected because the 
Examiner believes feat the application does not enable one to practice fee Invention. 

6. The specification of this Application enables one of ordinary skill In the ait to practice 
fee claimed invention. Among other things, the specification enables one skilled in the art to 
make and use (I) the compositions described in the claims having any insoluble dermatologleaily 
active ingredient, and (2) fee compositions having active ingredients in the full range of particle 
sizes described in the claims. 



B. Disclosures Concerning Insoluble 
Dermatologicall v Active Ingredi ents 

7, Persons skilled in the art of dermatologic formulations are highly familiar with 
insoluble, derniatologically active ingredients. These ingredients have been widely used for 
decades (in some cases, almost a century). The selection, preparation and use of these ingredients 
is part of the essential repertoire of any person skilled in the art of dermatotogie formulations. 

Several examples of insoluble dermatologieaily active ingredients are given in the 
specification of this application, (See. e g, f 16). More such ingredients are described in standard 
dermatologic references. See, e.g. Harry's Cosmeticology, 6 th Ed. pp. 107-10S> 1 164 17, 249, 331 
attached as Exhibit A to Declaration of Eugene R Gaiis, Phi), Still others are well known to 
persons skilled in the art of dermatologic formulations, 

9. At paragraph 16, the application describes zinc oxide, iron EDTA, magnesium 
peroxide, minocycline, hydrocortisone, BPO and sulfur as examples of insoluble dermatologieaily 
active ingredients, 

1(1 In Harry 's Cosmeticalogy, colloidal kaolin (pp. 1 07-1 OS; 116-1 17), zinc oxide (pp.. 
107; 331), talcum powder (p. 249), colloidal calamine (p. 331), are disclosed as insoluble 
dermatologieaily active ingredients, 

1 1 . The long-standing use of these insoluble, dermatologically active ingredients can be 
specifically illustrated as follows. BPO has been used since 1958, The medicinal uses of sulfur 
and sulfur compounds date back at least as early as the days of Piiny the Elder. 

12. The physical and chemical properties of insoluble dennatologicaliy acti ve ingredients 
are well known to one skilled in this art. Their stability, their reactivity with other ingredients, 
their biochemical effects, and a host of other properties are well known or readily available to 
persons skilled in this art Thus, it is well within the knowledge and skill of one skilled in this art 
to make dermatologic formulations with insoluble dermatologic ingredients, 

13. This base of well-established and widely shared knowledge, taken togelher with the 
disclosures found in the application, would make it a routine matter for one skilled in the 
dermatologic art to practice the cl aimed invention using any insoluble dermatologicaily active 
ingredient. 
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C, Disclosures Concernin g 'Particle Size 

14, Persons skilled In the art of dermatologie formulations are highly familiar with using 
particles of various sizes in topical formulations. Persons skilled In this art have long-standing 
familiarity with controlling this physical parameter when making topical dermatologie products, 

15, The techniques for obtaining and controlling particle size in this context have been 
known for decades to persons skilled in this art These techniques include milling and grinding, as 
well as a variety of sie ving and washing techniques. The broad array of techniques that are within 
the repertoire of dermatologie formulations enables them to produce insoluble dermatologically 
active ingredients having almost any particle size that might be desired. Persons skilled in the art 
would simply select whichever of the well-known techniques for obtaining particle size was best 
suited to result in obtaining the desired size for the particular insoluble dermatologicaliy acti ve 
ingredient, 

16, The milling and grinding technologies that are well known to one skilled in this field 
include the use of devices such as direct drive mills, bal l mills, roller mills, cyclone mills, hammer 
mills Jar mills, Glatt mills, Raymond mills, Fitzpatriek mills, and Patterson-Kelley machines. 
Even a mortar and pestle, long a symbol of the profession of pharmacy, can be used to produce 
parti cles of the desired size. 

17, The claims of the application specify certain particle size. Claim 34 calls for the 
particles to be up to about 300 microns. Claim 35 calls for the particles to be less than about 50 
microns. Claim 5 calls for the particles to be in the range of from about 1 0 to about 150 microns. 
All of these particle sizes are easily obtained using the above mentioned techniques. 

1 8, These well-known techniques, together with the disclosures contained in the 
application, would enable a person skilled in this ait to make and use the compositions described 
in the claims, 

19, Persons working in this field have long been familiar wife, insoluble particle 
dermatology active ingredients, and with techniques for controlling the size of these particles, 
However, the inventors and I were the first to discover that the regulation of particle size and 
viscosity > as called for in the claims of this application, would enable an emulsion containing these 
ingredients to be reliably applied to a pad or cloth, and yet obtain excellent release of the insoluble 
particulate active ingredient to the skin, 



I fiatfeer declare Ifeat all stateattsais mw&t hereto of my <mu fcaawfedge wis tnie and ifew si 
stateesmts made ©a iti&naatioa and belief are believed to be mte, and ftittber thai these 
st«ej»e»ts a*e made wiHi Ifee knowledge that wjB&J false statements w& the like so made am 
pmmksmbj fiae or i^scHiraeat. or ootk under Section of Tide t* <tf the United States 
Code and taatsocli willful ; 
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VOLUME ONE fey 




CHEMICAL PUBLISHING CO., INC. 
New York 1973 



Hut ptthUsted.by 
Leopard fiitl Books 
a division of 

international f extbook Company limited 

JQagm&A House, Heath & feeach, Leighton Ba^d, Beds. L070AZ 
© Le<?aardHjS Books 1973 

Att rights reserved. No part of this publication may be .r^cod»ce4 
stored in a retrieval system, or im^i^ to a&y form or by any 
means, 4ectr<mk, m^amcal, photocopying, recording or otewise, 
without the prior imrmtssidii of tfefc copyright omier, 

First edftlon (Hew York) 1940 
Second edition (Loftdon) 1£44 
Reprinted 1946 
Rented B5t 
Third edition (Hew York) 1947 
FourtJx edition (London) 1955 
Fifth edition (JUadon) 1962 
Sfesii edition (London) 

ftibS&ftd la the DSA by Chemical Bibltsbmg Co. Inc. a 
200 Park Avenue South, New York, N,Y> 1*3 

In Ms book, the patent literature has been treated m a source of 
Inforjn&tlofL 

Certain femnriae aM processes have hem included in the interests 
of schrace, HOtwfctodtftg the exi$fcer±G$ of actual or potential patent 
rights. 

MeMoa of a patent does not necessarily hidkate that the patent is 
cyrcenfJy hi force, bat ia so far as materials and processes are pro^ 
tested by Letters Patent, &mk inclusion neither conveys nor foriplka 
licence jto r#aititfaeture> 

Each imnuiaetttEer should ascertain for Mmseif to gatent position 
exktmg ia his own country at that time. 

Legislation 

Legislation concerned with permitted materials* testations on use and 
methods of sale of toilet preparations is in a state of confin&aj change, 
notably in USA. and thfc European Economic Corrnnunity, WMM 
©very effort has been made to take count of the latest position, inclusion 
of a particular ingredient in any one ithistrative fptmuM cannot be 
taken as indicating that this formula will be within the limits of legal 
permission in any one country at the time when it may he under con- 
sideration. M with Patents (above) every manufacturer must ascertain 
for himself the legal position existing in his country or that to which 
he exports attftat tme. 
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mm pack? Am masks Wl 

Finally, the use efpotpntoyl pyrrolidoae m £acs psks is atastratect by a 
model formula quoted 'torn a techtficalbulietin <B); 

FW *£~I5 . > . M 

aiyemoe * , 7*5 

Witter * ? . - * , t » * * * * 80*5 

BAROTaASBD SYSTEMS (ARGilXACBOUS MASfQS) 

Pro^tocts in this group are often referred to as p&§t& stask&> They tadtfde 
day &<M pa<fe and the so^aMed mad packs and usually contain & high 
pe^**tage pf solids 

These products ear* sifeer be presented is bulk, or pacfcsd in sachets, 
im mmwg with water when required or they can be presented ready mixed 
for use. In .the Mter case it is advisable to pra*steiilfoe by heatbg m& to 
ijigorpamte a suitable jpresermtive as maay of tfee natural earths are heavily 
sontasnkated with niics^-orfaalsms. 

An the mask dries on the face it hardeas and contracts again giving the 
sensatioB of mechanical astnagency. The presence qf absorbent clays such 
m feentonite p toduces a ge&aias cle&aing cfck partteteriy m very greasy 

Orfna clay, colloidal kaolin, fixllefs earthy feentgnite, eta, imy be stssd 
M the 'sfgiSaceona' nmtenai the choice depending in part on the criteria 
^Mcb it is proposed to apply to to finished product* 

If the colour of fuller's e&ilh or bmtonite is co&sidered objeetloiiabl^ this 
difficulty may be met by btendmg with k&olxn, and/or the addition of 
urn oidde or titofem dioxide 

Bmtmite is e colloidal day derived from volcanic mh fmrnd b certain 
pasts of the United States* which fe characterized by i& strong aSSaity for 
wato and its chixotroplc properties* Certain foestonites will absorb to 
fifteen times their volume of water, this property being greatly increased 
by the addition of a mI! quantity of magnesium oxide, or some other 
imbstaace passing a similar pHL 

The wide varktions in the analysis of be&toaite* re|x*rted in the litera- 
ture (4) $tem fronrthe coa&dembie variaiiomin diferent beds in the Benton 
formation and even m difer^nt s trata in the same beds. 

The consistency of bs&tonite gel? mU ^ary with coamimtion m& will 
be cdBsidemMy jnfoenceci fey the pH of the gels* According to Oxta* (5>, 
a $ei coBtaiuing 6% bentomte has the consis^iicy of glycerine, whilst 20% 
las the consfeten^r of lanolin, 

fientonife gels have been descrfeed as soothing to the (fi^ aad have 
claimed to be of vafae in the treatment of eesasna, afecess^ sores and 



108 Bhmts msnmimwGY 

vmm&s CO, They have %wm used w a aumfcer of ctermatolopeal prepaid 

The mtwm of kaoiia and its purification to & quality SBitaWe.for oosmette 
purposes are Scribed in Chapter 1% Tbfc type of ^fc«$rqlytelly purged 
feaoHa is equity suitable for us© ia lace paclcs because of I*b <paliti«$ of 
fiDsfcess, softaess, motor© atisorptioa m& easy spmdisg, 

Ryamcatoids .mdh &s the csrragtoB g*sm$ may be added to stabilize 
the ««qp&*t0a of solids white comxibutrng to the medmisiad strength of 
the dried film. Again* plastk&m such as gl^edae may be added. Sp^lai 
attnbatss may he conferred by adding addidoaa! mgistiieats snsh as stfiptar 
(um Chapter 34), astriB^its/bleacMfig agents, acids, 

The! 
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P&yLafco&qi 
Sodi^aiam^ sulphate 



Winter (2) gives the following two IpnnuJatlaJB for face packs for dry 
greasy skins respectively: 

Face Pack for Dry Mkin 

petto 

. , . - .* *<HJ 

<^$# alcohol 



5*0 



Wdt m mH emm m& ateofco* m warm water, Next add the oiJ* tlie pow<$m 

and ito £ha water ox olber aqisecys matter. 

Face Focfc /or Greasy Skin 

Kaolia - . , .« . * . * - * $W 

Starch . ■* 

Tmga03o^i gUiBfeowdere<i) .* . . . , * > W 
Water » - ■» 



116 HAKitif'S mmrntx&jp®? 

Them facts should foe adequately considered by a>ii$amer trials* properly 
carried oat and statistically evaluated $mh emsmm trials s^ust be carried 
out ^ifeaHy, as ia^oacdvsd teals « te made to pwvs mytMs® asd 

ABSORBENCY 

Tte smmd mpmmt imcikm of face powders is to aiimmat# sMny skia 
m eertahi facial areas by absoibi&g sebaceous secrettoss and perspirataoa. 
The pihm x^qummwt of a material for tMs purpose k a 3%b absorptive: 
capacity, He componeiife of face powders which coafer this property are 
colloidal kao&i, starch, precipitated cfcaiic aad raagriesiam carbonate. 

The water absorbent properties of face powders or face powder cob- 
$tMmi£ may be detenlned hy tbte method of Mewjtt <3)* in which a k&owa 
weight of the powder is shaken with excess water and filtered mtim a stand* 
ard pTOs^ through a BMmer fimn^i until 330 more water emerges. The 
wet powder Is theft transferred to a weighed* stoppered weightog bottle, and 
the Merease in weight deten&taed* Methods Jfwolyi &g the addition of water 
from a b^r^tte, rati the powder becomes semi-told, are opm to the objec- 
tion Oat difeerst, observers do sot obtafo concordant results and the end 
pomt 1$ not easily detemsiiied. 

Water absorption is by so means the main characteristic retired m a 
powder; it must also be absorbent for grease. If a person's face is iacfeed to 
dryness a more greasy foimdaiioii is asitally employed A powder which k 
npt grease absorbent will show e sM&y nose or face which will ftecessitate 
re*powderb*g* Caastitueats of higher opclty f such as mm m& iitmmm 
mi&m tead to mask greasmess> while starch, chalks aad kaoha absorb o#ly 
a certain aisoimt of grease, 

Kaolht* a hydmted atomiaiam silicate, is a nateafly occumsg compound* 
According to IMpem et al (4), hmM h not a primary aitaeral but is a 
generic term applied to several hydxated alaiamiom silicates. Not a8 alu- 
mlahim silicates, however, ijjay be called kaolin On the basis of x-ray aad 
physical stadies Ross and Kerr (5), establisSied that three difterfcat groups 
of day are classified as kaolm, These clays (kaolmto, write and dieMte) 
have easeatiaily the same formula (AlA .280* • 2H,0), Purified grades 
of kaejiia which are light to colour aad free from grit aad wafesoluMe 
impurities shoald be used for face powders; the most Stable is electro* 
lytfcafiy pitri&ed kaolht Ordinary cbiaa clay is obtained by eiqiriatioit and 
m microscopic examuatioji mim* qnmtz md Msgst are readily discer^e> 
PhaiDsaceu^I grades of fcaolm are obtained by a peptMagpB^ess m which 
the clay m sespciKfed in wato cmitaijiiBg a citable Actroly^ (e» sodiain 



PACI5 JPOWDBRS AND MAKE-«* 1 1? 

pyrophosphate) which confers an electrical charge upon the clay and keeps 
fee finer parades ia suspension. Removal otfee saspenatoa of fine part»ctes, 
followed by removal of fee electric charge (by addition of another electrolyte 
^ by wmm of an electrie field), yields the finest forms of fawlfo. One sw* 
grade Is fcaomas Osmoitaijljn. , , . 

Colloidal kaolin Is used in face powders primarily because its fctgfi 
moisture absorption capacity enables it to absorb perspiration. It has also 
good covering power, excellent grease-resistajg properties and it imparts 
Later sfcte adhesion properties to fee finished product thaa does tale. Its 
relatively high density makes it a useful :iusterM for controlling .fee huSteg 
properties of fee powders in whicb it is used. It also helps to reduce fee 
shine of talc which is present. However, it lacks slip, and is inelmed to 
be somewhat harsh. Its proportion In face powders should therefore sot 
exceed.30%. 

Starch and Modified Starchm 

At one time rice starch was used almost exclusively as the base of face 
powder formulae on account of its excellent absorptive properties, goodeover- 
jag power and the smoothness It imparted to fee skfe. The latter property 
was closely related to its small particle size, fee average diameter of rrce 
starch granules being 3-8 microns. Objections were, however, raised to fee 
use of starch because of its tendency to cake wbea exposed to a hoimd 
atmosphem or in fee presence of excessive skin secretions. McDotwagb (o> 
asserted that It readily forms a sticky paste when wet, clogging the pores, 
and feat it is aa ideal nutrient, when moist, for bacteria. In addition it coats 
the hair shaft and so accentuates fee downy hair, otherwise mmotleeable, 
on a woman's face, ft was also oSsSmed feat because of the tendency of 
starch to favour bacterial growth, It could give rise to skin irritation when 
in contact wife fee skin for any length of time, These assertions led even- 
tually to fee replacement of rice starch by talc as fee powder base m face 
powders. However, it must be said that when any degree of bloom is 
required, there are few materials whit* can surpass starch, 

Decomposition can be reduced in many cases by fee addition of perfume* 
mention of dogged pores refers not to pores bat to the openings of fee hair 
follicles. flPore openings are invisible by ca#Bary inspection,) There w ho 
proof that Stan* can cause clogging of such openings. 

Special grades of treated starch which will not swell op or sgglutniate 
in fee presence of moisture have been developed for fee cosmetic industry. 
For example, AMM starch powders {Meckar-Chemie, GmbH) are starch 
ethers which are produced by reacting fee hydroxy! groups of the starch 
molecule wife tetramefeylolacetyleiiedmiea. These materials are churned 
to have a good slip, good adhesive properties and covering power, and a 
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KsoifmaB An ^xast^ ajostiatiug siich cojnpmitions ia emuMoa form* 
ia wiach a modified Qommxi triglyceride was to provide a balaace 
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Mods^itt^^ % 
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-Wafer 



The two pfeases were fcfeated separately to 72*C and the oil phase was 
thmt added slowly, with agitation, to the aqracnis phase. The malting 
emuMoa was then coaled with sfemg Wd the perfume added at aboot 
4TC. 

Mm OR OUSTING POWDERS 
In dealing with bath prs^aratioJis, numtipa must also fee made of Wy 
or dtistiag powders* sometimes referred to as Body Talcs, Ttedpmpoft&ts 
of ssucfe powders i»:ri«^.to.fliose v*idb are used is face powders, except 
that the stim Iiere is to provide good slip, a eootesg effect and good absor- 
beaey. Since they are jrfisadly inte&ded fo* emphasis sfcmdd a&o 

be placed oh sefeetiag the right perfume at the rJgM level to soyer a$y 
earthy note of the ccmpo?ie&t& 

Absprbe&cy by the powder would be provided by tlie iaclusioii of fcaolin, 
magnesiom carfcoaatB, precSpilated cha& arid -stack Slip will be eottfemsd 
by fek, ssiae stearate and a^esiuia steamte; tale is the main eompoae&t 
of such powders at a fevel of hmtmx €® and 99%, specially if the powder 
m to hfc sold as talc, tataa or tafcuas powder. Well before tite We 
ISescdpfeM Act of 1968, it had feseo Wd, b a cass where chalk tod 
tern, sold as taking that Meism cotdd sot be used as a trade msm for 
diisttog powder However, ia mo&mr cm (i<9 ia wMch fee 'taletun 
lewder' coataMed 3H% tale the case was #*mis$ed> ft would scesu that* 
wfasle the term 'taton* is not syEosspaoas with ail type£ of dusi&g powder* 
Either need it refer to p>% tals, m& that a powder eoataM»g a very 
substantial jpropjillofc of tale eaa legitimately described m £*a& way. 

Adhesim of the powder will be improved by ihs pm®m of kaolia 
as well as fcy the xhie or raagnesium stearate. Perfume ab$orpSoa by mch 
powders wM be eahafieed by the inclusion of eith^ light magnesium car- 
bonate or haavy calcium carbonate* 
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Cttkmim k*h# type per ami* 

^>H<MdaJ cafemiae , . . . . , , * 200 

i%cm»e 54$ 

Water ...... 7Si> 

AaSmptki * * . .♦ > 

Madfcanii and £apf (43) have suggested the fotlowiug improved catamne 
lotion: 

I^^ffel^egiyc50l4^ < , S-Ocm* 

^^ShyJsne $yeoi 480 moaos^arate .3-0 g 

Umeigatar ., ♦ ... $M>eai® 

Water , , , . . to vm w& 

TflzthmtQlumim sieaxate milks are also stKtfhiag : 

/?«r cent. 

Liquid par^Slii ♦ 1(MW 
Wa*er w . , , . , 85*20 

If desired 10% colloidal calamine may be added to this mixture, which fe 
prepared by beattog the ste&rate and oil to 70*C aad adding to the wafer 
at the same topemiu^ or preferably by ^sparing the triethanolanane 
stsarate jarftf. The shoiee of sa suitable anti^ptle is a matter of individual 
pf^ermce; many of tte cfeiortoated bispbe»0t& (see AMseptics) ate good 
geCTUpMes aod axis Boa-irrita»t and imocsioas in ordiaary conccutetioas. 
For badly burnt at^a§ t&e ijaclnsioB of $ local aaaesthetk or analgesic i& 
indicated, but m view of tbe dangers of absorption this should be chosen 
with care* Mouash (44) studied the topical anaesthesia of unbroken sMu 
using six dlfiereM ptepamtets fe dtcoboSc» hytiropMlie oktineiit base and 
pettolattisi* veMsies. A 2% alcoholic solution acted within 45~$) ruinate^ 
whilst a 594 eoBcentratiot* of active mgredients it* the two otntee&ts pro^ 
dueed topical anesthesia within ®M8) minutes, The bydropbiflc oifttraeat 
acted more rapidly than the petatatn bam The e&qts lasted 2-4 hours, 
Removal of ceil teyens Mug Scotch tape minced the period for 
auaes&esia to between ! and 4 Minutes* The author suggested that the 
mechanism of peftetration t&rougfe uateated «Mu im$ eittry via the follicles 
asd UtmX spteadfeg through the fdtticie walls near or just below the 
lower level of the external barrier, a»d theaee thio«gh the strata itnueosa 
to tm&t tibe papiiktry porfioas of the dermis. Hie treatmeat of a serious 
hum should be cairjed put binder wdsQa! mpewmQA* 

In gemwi grmsy pwparmicms should not fee tiwd in the Sreatm&a 0/ mt- 
burn. They only letaiu tto heat of the bum and prevmt ttte use of an 
antisep^c eapal^e of mixing with the jSeereJioas aud p^veut^f bacterial 



